Appl. No.: 10/783,020 

Second Preliminary Amendment 



Attorney Dockt: P66879US3 



REMARKS 

In this preliminary Amendment, Applicant has amended relevant paragraphs of 
the specification to provide the current address of the NCIMB, and provided the claims 
listing in proper format. It is respectfully submitted that no new matter has been 
introduced by the amendment. 

STATEMENT OF BIOLOGICAL CULTURE DEPOSIT 

Applicant respectfully submits that (1) a deposit of Bifidobacterium longum 
infantis strain HCC 35624 was made at the National Collections of Industrial and Marine 
Bacteria Limited (NCIMB) at Ferguson Building, Craibstone Estate, Bucksburn, 
Aberdeen AB21 9YA, UK on January 13, 1999 and accorded the accession number 
NCIMB 41003; and (2) a deposit of Lactobacillus salivarius strain HCC 118 was made at 
the National Collections of Industrial and Marine Bacteria Limited (NCIMB) at Ferguson 
Building, Craibstone Estate, Bucksburn, Aberdeen AB21 9YA, UK on November 27, 
1996 and accorded the accession number NCIMB 40829. Enclosed please find the copies 
of the receipts and viability reports regarding the above-indicated deposits for Examiner's 
reference. 

The undersigned attorney, on behalf of the Applicant of the present invention, 
hereby state that (1) the deposit of Bifidobacterium longum infantis strain HCC 35624 
with the accession number NCIMB 41003 and Lactobacillus salivarius strain HCC 118 
with the accession number NCIMB 40829 at the National Collections of Industrial and 
Marine Bacteria Limited (NCIMB) has been made under the Budapest Treaty on the 
International Recognition of the Deposit of Microorganisms for the Purposes of Patent 
Procedure; and (2) all restrictions imposed by the depositor on all restrictions to the 
availability to the public of the culture so deposited will be irrevocably removed upon the 
granting of the patent. 
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All claims are now present for examination and prompt action toward that end is 
respectfully solicited. 



Respectfully submitted, 
JACOBSON HOLMAN PLLC 



Date: December 30, 2004 
(202) 638-6666 
400 Seventh Street, N.W. 
Washington, D.C. 20004 
Atty. Dkt. No.: P66879US3 



By_ 

John C^Holmar 
Regi^ra\ion No. 22,769 
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BUDAPEST TREATY ON THE INTERNATIONAL 
RECOGNITION OP THE DEPOSIT OF MICROORGANISMS 
frORTHE f URPOSES Of PATENT PROCEDURE 



DEC 3 0 2004 



National Food Biotechnology Centre, 

University College Cork, 

Cork, 

Ireland. 



INTERNATIONAL FORM 



RECEIPT IN THE CASE OF AN ORIGINAL DEPOSIT 
Iwued pursuant to Rnle 7.1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this page 



NAME AND ADDRESS 
OF DEPOSITOR 



IDENTIFICATION OF THE MICROORGANISM 



Identification reference given by Ihc 
DEPOSITOR; 

Bifidobacterium langum irtfanlis 
(NFBC 35624) 



Accession number given by Ihc 
INTERNATIONAL DEPOSITARY AUTHORITY: 

NC1MB 41003 



n - SCIENTIFIC DESCRIPTION ANO/OK PROPOSED TAXONOMIC DESIGNATION 



The microorganism identified under \ above was accompanied by; 
D a scientific description 

3 a proposed taxonomlc designation 
(Mark with across where npplicahle) 



HI. RECEIPT AND ACCEPTANCE ' 



lSSSS? DePWilary AUth °^ y 3CCCpt3 ** rt ™* Mb " i^M* undcrl above, which was received by it 
^January 19?? (date oflhe original deposit)' 

™ RECEIPT OF REQUEST FOR CONVERSION " 



on 



Je microorganism identified under I above was received by this International Depositary Authority on 
(data of Ihc anginal deposit) and a request to convert the original deposit to a deposit under (he Budapest Treaty was received by it 
Lti (date of receipt of request for conversion) 



v « INTERNATIONAL DEPOSITARY AUTHORITY 



Name; NCIMB Ltd., 



Address:B St Machnr Drive, 
Aberdeen, 
AB24 3RY, 
Scotland. 
1 v 



Signature(s) of person(s) having the power to representee 
International Depository Au thority or of authorised 

>T^ju) XT' 



Dale; J 5 January 1999 



Where Rule <J/4(d) applies, such dace is the data on which thestatus of International Depositary Authority was acquired. 
Form BP/4 (sole page) 



BEST AVAILABLE COPY 



BUDAPEST TREATY ON THE INTERNATIONAL 
RECOGNITION OF THE DEPOSIT Of MICROORGANISMS 
FOR THE PURPOSES OF PATENT PROCEDURE 



National food Biotechnology Centre, 

University College Cork, 

Cork, 

fteland. 



NAME AND ADDRESS OF THE PARTY 
TO WHOM THE VIABILITY STATEMENT 
IS ISSUED 



INTERNATIONAL FORM 

VIABILITY STATEMENT 
i Mnfid p ursuant U Rote 10.2 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified on the foil owing page 



L DEPOSITOR 


If. IDENTIFICATION OF THE MICROORGANISM 


Nanje; 

AS ABOVE 
Address: 


Accession number given by the 
INTERNATIONAL DEPOSITARY AUTHORITY: 

NCIMB 41003 
Date orihe deposit or oflhe Uansfcrl : 
13 January 1999 


IB. VIABILITY STATEMENT 


The viability of Ihe microorgemsm identified under H above 
was: 


was ustcd on J3 January 1999. * On ihal date, ihe said ralcrovrgflnism 


3 

S viable 
3 




0 no longer viable 





2 In the ewes referred 10 in Rule 10.2(a)(i.) and (iii), refer to the most recent viability test. 

3 Mark with a cross Ihe applicable box. 



Form BP/9 (first page) 



IV. CONDITIONS UNDER WHICH THE VIABILITY" TEST HAS BEEN PERFORMED^ 



INTERNATIONAL DEPOSITARY AUTHORITY 



Nome: NCIM0 Ltd., 

Address: 23 St Machar Drive, 
Aberdeen, 
A243RY, 
Scotland. 



Signature® of persop(s) having die power 
to represent the Intern ailnmj] Deposit 
Authority or of* aitthorL5cdorncial(s): ^ 

Dale; 15 January 1999 



4 Fill in If the information has been requested and If the results of the test were negative. 



Form BP/9 (second and last page) 



3VO 98/35014 



PCT/IE98/00D10 
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BUDAPEST TREATY OH THE :!ITERNAT10HAL 
REVOCNITXON OF THE CEPCSIT 3F KICROORCaNIShS 
FOR THE PURPOSES OF PATENT PROCEDURE 



Professor J.K- Collins, 
Department of Microbiology, 

University College Cork. 

Cork, 

Ireland. 



INTERNATIONAL FORM 



RECEIPT IH THE CASE OF AH ORIGINAL DEPOSIT 
issued pursuant to Rule 7.1 by th« 
INTERNATIONAL DEPOSITARY AUTHORITY 
idriitlf led AC the bocto- of this paqe 



i. iDEKrrriCATroH or the hicroorcahish 



Identlfleat Ion reference given by the 
DEPOSITOR 1 

Lactobacillus salivarius 
subsp salivarius (UCC 118) 



Accession nutmb*r given by the 
INTERNATIONAL DEPOSITARY AUTHORITY z 



NCIHB 40829 



IX. SCIENTIFIC DESCKIPTIOH AND/OR PROPOSED TAXOHOMIC DESICNAT10K 



The fclcroorgenlsi* Identified under I Above vis Accompanied byi 

| 1 a iclentlUc description 

|X J a proposed ta«ono*lc designation 
(Hark with a cross where appllcebl*) 



III. RECEIPT AND ACCEPTANCE 



This International Depositary Authority accept* the edcroorganlse* Identified under I Above, 
which via received by It on & Naverber ***** o£ th * ocl 9ln»L deposit! 

1995 ; -J. 



IV- RECEIPT Or REQUEST FOR COHVERSIOH 



The e*lcroorg*al.» Identified under 2 Above was received by this International 
Depositary Authority on (date of the original deposit) end 

a request to convert the original deposit to a deposit under the ftodap*»t Treaty 
va^TcetveS by It on • - of receipt of request for conversion) 



V. INTERNATIONAL DEPOSITARY AUTHOR ITT 



Mini 



Address i 



NCH4B Ltd 

Aberdeen 

UK TRY 



Signature!*) of person(s) having the power 
to represent the Internet ionAl Depositary 
Authority oijftt Arborised offlclal<*)i 



1 Vhera Rule fi-4(d) applies. iuch date 1* the date on which the status of internet ioaal depositary 

authority was Acquired. 



Fore» Bp/4 (sole page) 



JSDQCIO-<WO B83S014A2 I > 



.WO 98/35014 PCT/IE98/00010 
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Professor J.K. Collins, 
Department of Microbiology, 
University College Cork, 
Cork, 
Ireland. 



r.N7E3L\ATT2.VAi •QSI* 



VTABir-XTY STATEMENT 

^"^ d ?«-*UAAt co auXt 10.2 bv til. 

ld.nc.-Led on the followine ? « Ci 



:iA.»2 AND AD0RES5 Of THE PARTY 
TO WHOM THE VI A3 r LIT Y STATEMENT 

rs rsscro 



J 



DEPOStTOR 



! Nice: 
AcdreiS: 



AS ABOVE 



f 



j irt> VIABILITY STATIST 



ir. t d e nt i n cat i on or tke 3rcscoacA?:is>: 



Access ton nuxber eiven by the 
IHTrSLVATIOMAi DEPOSITARY AUTHORITY • 

NCIHB 40829 
D**c of deposit or of c>- 

27 November 1996 



The vl.blUcy of nicroor 9 ^, a IdT^Tiel unccr „ ~ 
, on 27 November 1996 2 " c,d 

I x I vieble 
3 



On ^i«c d«e, the s*id ruiczoorsmisa u* s 



□ 

no loncer viable 



tn the cites referred to Ln Rule 10.2(e) fill * ni * r««n 

Cc - C - ".2(e) (ii) and fill) . r .; tr to ^ MJt r€ccnc VUbmcy 

Xerk vlth e cross the applicable bor. 



rors 3>/ 3 (f ira - 



JDOCID: <WO_Oa3501 4A2J_?> 



,1- 'f 



.WO 98/35014 



PCT/IE98/00010 
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V. IKTE3KATI0NAL D5PO>I TAJtY AUTHORITY 



Address: 



MCIMB Ltd 

23 54 kUoW DtV« 
UK AW WY 



Stature (s) of person( f J hsvi-y the power 
D *tei 2 December 1996 



fill U U the information h« been requested and If the" result ot 



the ~es: 



-'ere nee/a tive. 



iSOOCJD: «=WO_9835014A2_U> 
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BEST AVAILABLE IMAGES 
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documents submitted by the applicant. 
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□ OTHER: ' 
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